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Application No. 

09/591,561 



Examiner 

Eileen B. O'Hara 



Applicant(s) 

WAX ET AL. 



Art Unit 

1646 



ZjfieMm^ 

Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

. If NO period for reply is specified above, the maximum statu to^ P^'^^ D j ca ton to become ABANDONED (35 U S C § 133) 

l^rS 

earned patent term adjustment. See 37 CFR 1 .704(b) 

Status 

I )□ Responsive to communication(s) filed on 01 October 2001 . 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for ^formal I matters prosecutor , as to the ments ,s 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 21o. 

Disposition of Claims 

4) Q Claim(s) 1J7 is/are pending in the application. 

4a) Of the above claim(s) 3-10 and 15 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) H Claim(s) 1 ,9, 11-14.16 and 17 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) H Claim(s) HZ are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

I I )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 
2.Q Certified copies of the priority documents have been received in Application No 



3 □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received 

1 5) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 1 20 and/or 121. 

Attachment(s) 

n iD . ™»HiPTnnq^ 4) □ Interview Summary (PTO-41 3) Paper No(s). 

1 ) H Notice of References Cited (PTO-892) ' 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 4 . 



•*) I I II "Civic™ V ■ -r- - ■ 

5) □ Notice of Informal Patent Application (PTO-152) 

6) D Other: 
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DETAILED ACTION 

1 . Claims 1 - 1 7 are pending in the instant application. Claims 1 , 1 6 and 1 7 have been 
amended as requested by Applicant in Paper Number 7, filed Oct. 1, 2001 . 

Election/Restrictions 

2. Applicant's election with traverse of Group V, directed to anti-TNFa antibody, which 
includes claim 14, directed to the monoclonal antibody infliximab, is acknowledged. The 
traversal is on the ground(s) that the subject matter of the other groups may be searched together 
with the subject matter of the anti-TNFa antibody group and hence would not be a burdensome 
search for the Examiner. This is not found persuasive because there were twenty two other 
compounds or methods claimed that could treat glaucoma, and though some may overlap in the 
search with the antibody, individual searches would have to be done for all the groups, and to 
search all twenty four groups would be a burden. 

The requirement is still deemed proper and is therefore made FINAL. 
The claims which are readable on the elected species are claims 1, 2, 1 1-14, 16 and 17, 
with claims 1, 2, 1 1, 16 and 17 being generic. 

Therefore, claims 3-10 and 15 are withdrawn as directed to a non-elected species. 
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Oath/Declaration 

3. The oa,h or declaration is defective. A new oath or declaration in compliance with 37 
CFR 1 .67(a) identifying this application by application number and filing date is required. See 

MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: Priority to Application Number 09/500,023 
has been claimed under both 35 U.S.C. 1 19(e) and 35 U.S.C. 120, and it is only entitled 

to priority under 35 U.S.C. 120. 



Priority 

4. Applicant has not complied with one or more conditions for receiving the benefit of an 

earlier filing date under 35 U.S.C. 120 as follows: 

An application in which the benefits of an earlier application are desired must contain a 
specific reference to the prior applications) in the first sentence of the specification (37 
CFR 1.78). 



Specification 

5. The disclosure is objected to because of the following informalities: in the legend to 
Figure 1 3 on page 9, on the third line is written "TNF-d", which should be changed to "TNF- oT. 
Appropriate correction is required. 



: the 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specimen shall conclude with one or more claims particularly po.nt.ng out and distinctly cla.m.ng , 
subject matter which the applicant regards as his invention. 

Claims 1,2, 11-14, 16and 17 are rejected under 35 U.S.C. 1 1 2, second paragraph, as 
being indefinite for failing to particu.arly point out and distinctly claim the subject matter whtch 

applicant regards as the invention. 

Claims 1,2, 11-14, 16 and 17 are vague and indefinite because claim 1 is an incomplete 
claim. There is no recitation of the amount of compound to be administered, or what the desired 



6. 



effect is. 



Claim Rejections - 35 USC §102 
The following i. a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described ,n a patent granted on an ^^^^^^^ 
States before the invention thereof by ^^^f^^^^c before the invention 
has fulfilled the requirements of paragraphs (1 ), (2), and (4) oi section ^ I 
thereof by the applicant for patent. 

7. Claims 1, 2, 1 1 , 12, 13, 16 and 1 7 are rejected under 35 U.S.C. 102(e) as being 

anticipated by Ron et al., PN 6,204,270. 

Claims 1 , 2, 1 1 , 1 2, 1 3, 1 6 and 1 7 encompass a method for treating a subject with 
glaucoma by administering a compound which antagonizes, inhibits, inactivates, reduces, 
suppresses and/or limits the release, synthesis or production of TNF-a, a composition containing 
said compound and further composing a diluent and suitable carrier, and a method of 
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administration, wherein the compound tha, inh.bits may be an ami- TNF-a antibody, and may be 

administered ocularly. 

Ron et al. dolose that TNF-a may mediate various ocular disorders including glaucoma, 
and teach methods of treatment and compositions comprising anti- TNF-a antibodies. See the 
entire patent, and especially column 1, lines 28-31, column 2, line 13 and lines 51-56, column 3, 
lines 36-59, column 3, line 65 to column 4, line 30, column 4 line 54 to column 5 line 19, and 
claims 1 and 14-16. Therefore, Ron et al. anticipates the claims. 



Claim Rejections -35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

manner in which the invention was made. 

8. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ron et al., PN 
6,204,270, as applied to claims 1, 2, 1 1, 12, 13, 16 and 17 above, and further in view of 

Tobinick, PN 6,177,077. 

Claims 1,2, 11, 12, 13, 16 and 1 7 are described above. Claim 14 encompasses a method 
of treating a subject with glaucoma by administering a compound which antagonizes, inhibits, 
inactivates, reduces, suppresses and/or limits the release, synthesis or production of TNF- a, 
wherein the molecule is infliximab. 
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The teachings of Ron e, al. are described above. Ron e. al. does no, specifically .each 
thai the anti-TNF-a antibody used to treat glaucoma may be infliximab. 

Tobintck teaches that the commercially available chimeric anti-TNF monoclonal 
antibody inflixtmab is a specfic inhibitor of TNF, and may provide the possibihty of therapeutic 
intervention ,n TNF mediated diseases (see column 2, lines 9-2, and lines 55-60, and column 5, 
line 51). 

Therefore, i, would have been preface obvious to a person of ordinary skill in .he art 
of cytokines and their receptors a, the time the mven.ion was made, to use infliximab to treat 
g,auc„ma, since Ron e. al. .each that TNF-a may mediate various ocular disorders including 
glaucoma which may be treated by anli-TNF-c, antibodies, and Tobimck leaches tha, inflixtmab 
is a powerful TNF blocker. Since infliximab has been shown to be effective in treating other 
TNF mediated disorders, the skilled artisan would have a reasonable expectation of success, and 
a further advantage is thai tnfl.xtmab ts a commercial product and is therefore east.y available. 

Conclusion 

9. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eileen B. O'Hara, whose telephone number is (703) 308-3312. 
The examiner can normally be reached on Monday through Friday from 9:00 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne Eyler can be reached at (703) 308-6564. 
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Official papers filed by fax should be directed to (703) 308-4242. 
Informal papers filed by fax should be directed to (703) 308-0294. 
Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (703) 308-0196. 



Eileen B. O'Hara, Ph.D. 



Patent Examiner 
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